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performance status は１が最多で64例，Stage Ⅳが５例，再発が92例であった．原発腫瘍のエス
トロゲン受容体は陽性が64例，プロゲステロン受容体は陽性が48例，human epidermal growth 




11例であった． 臨床的有効率（奏効率＋長期安定率）は29% であった．Time-to-treatment failure 





































　 海 外 の 臨 床 第 Ⅲ 相 試 験（EMBRACE 
［Eisai Metastatic Breast Cancer Study Assessing 










































performance status（PS），年齢 , 前抗癌化学療
法のレジメン数を説明変数とした．統計処理
は StatView software（SAS Institute Inc., 東京）
を用いた．安全性は National Cancer Institutes 





















前化学療法（レジメン数） 0 - 9（中央値2）
エリブリン療法（サイクル数） 1 - 12（中央値3.5）






















奏 効（partial response, PR） が １ 例（1.0%），
長期安定（long stable disease, long SD［24週以
上 SD が持続］）が27例（27.8%），安定（stable 
disease, SD）が16例（16.5%），進行（progressive 
disease, PD）が42例（43.2%），評価不能が11例

















































































　良好な治療開始後 OS の予測因子は , 単変量



























































因子 分割 50% TTF（週） P 値
臓器転移 なし 19.5 0.0302
あり 12.5
PS 0 or 1 20.0 0.0967
2 or 3 12.5
年齢 50歳以上 14.0 0.1011
49歳以下 12.0
肝転移 なし 13.5 0.2210
あり 12.5
前化学療法数 0 - 2 15.5 0.3129
3 - 12.5
表５　OS 予測因子の単変量解析
因子 分割 50% OS（月） P 値
PS 0 or 1 20.5 0.0047
2 or 3 8.5
臨床的有効性 あり 20.6 0.0282
なし 10.1
前化学療法数 0 - 2 20.7 0.0373
3 - 12.0
肝転移 なし 19.4 0.0884
あり 12.0
年齢 50歳以上 17.2 0.0952
49歳以下 8.2
75小池，他：転移・再発乳癌患者に対するエリブリン療法の有用性
– ２」（P = 0.0373）が同定された（図４～６）．
また，多変量解析では「臨床的有効性あり」（ハ
ザード比 = 0.304, P = 0.0008）と「PS が０か１」
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Utility of eribulin therapy for patients with metastatic or
recurrent breast cancer
Yoshikazu KOIKE，Junichi KUREBAYASHI，Shiori SUGAWARA，Emi KISHINO，
Ryohei OGATA，Wataru SAITOH，Yusuke OHTA，Tetsumasa YAMASHITA，
Tsunehisa NOMURA，Yutaka YAMAMOTO，Katsuhiro TANAKA
Department of Breast Thyroid Surgery, Kawasaki Medical School
ABSTRACT   Eribulin is an anti-microtubule agent that uses a different mechanism of action 
to taxanes. Phase 3 clinical trials have shown that eribulin exerts life-prolonging effects in 
patients with metastatic or recurrent breast cancer. In order to investigate the utility of eribulin, 
we conducted a retrospective and observational study on 97 patients with metastatic and 
recurrent breast cancer who were treated in our institute between September 2011 and August 
2017. The median age of the patients was 58 years (range: 35 － 81). The performance status 
was 1 in 64 patients. Five patients had stage IV disease, while 92 had recurrent disease. Sixty-
four patients had estrogen receptor-positive tumors, 48 had progesterone receptor-positive 
tumors, and 78 had human epidermal growth factor receptor 2-negative tumors. The median 
number of regimens of previous chemotherapies was 2 (range: 0 － 9). Sixty-nine patients had 
visceral metastases, while 40 had liver metastases. The median number of cycles of eribulin 
therapy was 3.5 (range: 1 － 12). The median follow-up period was 10 months (range: 1 － 55). 
The best responses to therapy were a complete response in 0 patients, a partial response in 1, 
long-term stable disease in 27, stable disease in 16, progressive disease in 42, and unevaluable 
in 11. The clinical benefit rate (objective response rate + long-term stable disease rate) was 
32%. The median time-to-treatment failure (TTF) was 13 weeks (range: 0 － 178). Median overall 
survival (OS) after the initiation of therapy was 15.5 months (range 0 － 55). The most frequent 
grade of neutropenia was 1, which was observed in 61 patients. Major non-hematological 
toxicities were nausea in 7 patients, liver dysfunction in 6, peripheral neuropathy in 5, and 
interstitial pneumonitis in 3. Univariate and multivariate analyses identified “no visceral 
metastasis” as the only predictive factor for TTF (P = 0.0356 for the multivariate analysis). The 
multivariate analysis revealed that “the presence of a clinical benefit by the therapy” (P = 0.0008) 
and “a performance status of 0 or 1” (P < 0.0001) were independent predictive factors for OS. 
Eribulin therapy for patients with metastatic or recurrent diseases provided clinical benefits 
for approximately 30% of patients. These results suggest that this therapy prolongs the OS of 
patients. (Accepted on March 6, 2018)
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